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Digital Data Flow (DDF) Initiative Overview

The Digital Data Flow (DDF) Initiative aims to catalyze digital transformation;
breaking the protocol document paradigm to enable seamless data flow

Digitized Protocols

Enabling the use of technologies that
identify and assemble study elements
using a common, industry-standard
digital language allows industry to
move to digital protocols

Better enabling the use of advanced
analytics such as Artificial Intelligence
and Machine Learning to improve
study designs

Connectivity of Data and
Processes

Enabling traceability, automated flow of
content to key clinical documents, and
automation to clinical & operational
systems (e.g.. EDC, CTMYS)

Open & Flexible Solution

A functioning, example solution to
enable exchange of protocol info
between systems that is vendor agnostic,
flexible, and provided in open source

VISION: From Documents to Data: Write Once, Read Many Times

TODAY

Many-to-many manual process; Document-
based paradigmfor protocol creation,
interpretation, and transcriptioninto
consuming systems
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» Schedule of Activities (SOA) specified
iInconsistently in study protocols (e.g.,
sections, rows, columns, footnotes)

» Manual processto configure systems/tools

» No reliable method tosynchronize
updatesfrom a singlesource of truth
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TOMORROW

Digitalized one-to-many process; Digital

paradigm for protocol creation, with fully

automated data flow and interoperability
between systems

Study A
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v Digitized design specification per study
v' Consistentmethod of study spec exchange

v Streamlined, automatedstart-up (reduce
effort, cycle time, and complexity)

v" Improve gualityand compliance. Minimize
protocolviolations
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Digital Data Flow (DDF) Initiative Overview

Understanding Key Concepts

The Digital Data Flow Initiative offers a mechanism to digitize — :
clinical study components to enable interoperability and reuse, g Sty Deinitions Reposiioh SDR)

. . . 38 eference Implementation
starting with study design. 5
In collaboration with Clinical Data Interchange Standards s @
Consortium (CDISC) and otherstakeholders, TransCelerate has 23 cdisc
developed astandard data modelthat creates a new digital S 3
language for specifying protocolinformation, as well as a /\  UnifiedStudy Definions APl Confrolled
demonstrated way to connectsystems that produce, exchange or Model (USDM) ___ Specs Temminalogy

consume thisinformation.

4 Unified Study N £ Study Definitons ) ([~ =: Study Builder/ )

" | - =
" " 1 Definitions Model @ Repository Reference El|®; """ Digitized Study
F "I ] (USDM) Implementation (SDRRI) ‘—_D_—‘ Design Solution

An industry standard for study ?hgjtng':iﬁglsng’sgxmagprlr?aﬁgpreo?r?eh An application or piece of
definitions (protocol information) 9 software utilized by a study team

promulgated and maintained by |nf0rrgggzg:g\;vp(z:rzfr:‘og:édata to design a study and/or author a

k CDISC j k dow nstream systems ) \ Sitlle}f [pieiiers] j
4 N [ N\ [ r’:’f\l Biomedical I

Application S
s TCon_trollled O}_@Programming Interface Wy Concepts
Shinlinelelehy (API) Specifications CDISC and other organizations
CDISC developed set of codelists : dev eloped definitions of discrete
and valid values for terms used in CDISC developed coding units of biomedical information
a study language to connect and that would need to be measured

\ ) \exchange data between systemy \ for a study participant )

Key Focus Areas on the DDF Roadmap

Digitization of Study Elements and Downstream EDC Automation (Current/Completed)

v' Support electronically populating and configuring EDC/CRFs based on the digital protocol specification

v Use digital protocol specification to demonstrate (as a proof of concept) the population of elementsin a human readable
protocol document

Complete Protocol Digitization & Regulatory Alignment (In Progress)
Includes collaboration through HL7 Vulcan Working Group between ICH M11 & CDISC

» Complete (100%) digitization of all protocol elements in alignment with M11 and relevant CDISC SDTM domains
» Begins with gap analysis between USDM and ICH M11 content model, CDISC SDTM, and Global Trial Registry Reporting

» Goal to capture “breadth” of ICH M11 completely within USDM, followed by greater “depth” of structured content within
model (e.g. structured I/E criteria)

Expand Downstream Connectivity (In Progress)

Includes collaboration with expanding community oftech solution providers across range of clinical solutions

» Further develop USDM to enable downstream connectivity with priority systems, enabling a future state of “write once,
read many times”
> Work collaboratively with vendor ecosystem to better understand existing gaps & development requirements for the USDM

Alignment with Point of Care (In Progress)

Includes collaboration with Vulcan FHIR Accelerator

» Comparative assessment of USDM and FHIR

» Alignment of DDF and FHIR resources for end-to-end enablement of EHR workflow set-up and eSource
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Digital Data Flow (DDF) Initiative
Persona Toolkit Overview for Clinical Data Manager

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinical data capture processes.

PURPOSE TOOLKIT OBJECTIVE
The objectiveis to help inform clinical data managers so Job titles, roles, & responsibilities can and will vary,
they are better prepared & can more fully realize the often significantly, across companies. This

& - - . document seeks to outline some discrete tasks
anticipated benefits of the DDF initiative.

commonly performed by the roles addressed in this
Anunderstanding of automation and digitalization of the | document-Clinical Data Manager-and explain
. : how the DDF initiative will likely impact these tasks.
end-to-end study design process will help data managers _
understand the impact of DDF and help them adapttheir |
e . . performed by personas, nor does it seek to dictate
role and responsibilities to new ways of working within an

JHTHE= _ or suggest to the persona how relevant tasks must
automated and digitalized study lifecycle. or should be performed, as this will vary greatly

across companies.

HOW TO USE THIS TOOLKIT

]_ Review each componentof the personatoolkit fora Clinical Data Manager.
T

Understand the purpose and use of each toolkit component. Sponsor companies can consider
2 this a deep dive to understand howthe DDF initiative willimpact roles & mitigation factorsto
enable an adoption pathway forspecific roles & personas.

T

Use the personatoolkit as a guide. The personatoolkitis illustrative and intended to serve only
as a guide for sponsorcompanies. The application of this toolkit needs to be customized to fit
yourcompany’scontext, objective and organizationalset-up.

TOOLKIT COMPONENTS

@ Persona Profile ./l DDF Change f‘ Y “Day in the Life”
Card ,f Impacts @ U with DDF

Outlinesthe profile for a typical |dentifies potentialimpacts of What could a work-day look like
Clinical Data Manager’srole DDF to a Clinical Data with the application of DDF?

and can be leveragedto Manager’srole from current
understand how the role of a state (As-Is)to a future state (To-
Data Manager may change Be) which DDF will help make
within the anticipated context of possible.
the DDF initiative, including the
benefitsand value of DDF to the
Data Managerrole.

“Day in the Life” maps out an
llustrative high-levelflow of work
across an average day fora
Clinical Data Managerwith the
application of the DDF initiative.

* The Clinical Data Manager toalkit focuses on t he responsibilities generally performed by t he clinical data manager within the cont ext of t he study protocol and does not cover the
broad swath ofresponsibilities of a clinical data manager in a pharma company
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Digital Data Flow (DDF) Initiative
Persona Toolkit Overview for Clinical Data Manager

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinical data capture processes.

ASSUMPTIONS FOR USE OF CLINICAL DATA MANAGERS: PERSONA BUILD

Business Role The persona cov ers a typical clinical data manager’s role.

O

For the purpose of this toolkit, the responsibilities and activities of
the clinical data manager role are focused primarily on EDC set-up,
as an example, the full or partial automation of EDC study
database set up and downstream migrations.

Clinical Standards Data Managers responsible for ov ersight of
internal standards libraries and sub-specialties are not covered in
detail within the scope of this asset.

TechnicalRole This persona document assumes that EDC database systems are
established within a company.

A solution/approach to digitize study design/protocol in a USDM**
compliant format exists in the company’sIT landscape.

An EDC software system exists thatis capable of ingestion of digital
protocol content flow in a USDM compliant format and
automatically selecting an appropriate eCRF from an eCRF library.

Protocol Process Data Managers are typically responsible for setting up a study in an
EDC system and providing ov ersight of data collection and data
quality.

\ Data managers are involved in understanding and reviewing the
0 protocol and SOA during dev elopment stage.
. . Data managers have an awareness of their company'sintegrated

system landscape, from protocol content creation to data flow into
EDC systems, including any intermediary tools/data capture hubs.

Footnote: Thisdocument referstoboth the concepts of digitization and digit alization. Digitization refers to “digital-first documents and content”, i.e., the transformation of non-digital
content into aform computers can process. Digit alization refers to “digital-first processesand systems”, i.e., the transformation of human-based and document-based processesinto
systemsthat can be computer-operated.

*The Clinical Data Manager toolkit focuses on the responsibilities generally performed by of t he clinical data manager wit hin the context of the study protocol and does not cover
the broad swath of responsibilties of a clinical data manager in a pharma company.

**Please refer toKey Conceptssectioninthe Digital Data Flow Initiative Overview for DDF terms you are not familiar with
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Digital Data Flow (DDF) Initiative Persona Profile Card

Clinical Data Manager*

Typically responsible forstudysetupin an EDC system to collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinicaldata capture processes.

Assumptions about Clinical Data Manager Responsibilities

company ecosystem)

\_

Pre-study activities: Contributes to Study Design, protocolreview

Study start up programming: Sets-up SOA using selected standards, contributesto programming in
EDC for eCRF design and data capture, edit checks, eCRFcompletion guidelines, DM reports

Study Conduct Management:. Conductsamendment and migration management, data entry
review, query management, datareview of pivotaldata (e.g., data delivery for primary
and interim analysis, data monitoring committee), and narratives generation (depends on

Data standards: Manages adherence to datastandards

The Challenges Today

1

Process of taking study content
information from protocol to set up of
a study in EDC system is a manual,
tedious end-to-end process that
requires additional workflows.

It is costly, time consuming, prone to
errors, and can lead to data
inconsistencies, poor data quality
stemming from low value data, and
inadequate data-driven decisions.

How Can The DDF Initiative Help?

USDM** based automation could allow
data managers to focus on higher
value outcomes, opening up
opportunity for innovation in data
collection & quality strategy to
potentially deliver optimal critical data

at added cost & time efficiencies.

Digitization of protocolsleadsto an
integrated and shorter study cycle
workflow.

*The Clinical Data Manager toolkit focuses on t he responsibilities generally performed by t he clinical data manager within the context of the study protocol and does not cover the

broad swath ofresponsibilities of a clinical data manager in a pharma company

**please refer tothe Key Conceptssectionin the Digital Data Flow Initiative Overview for DDF terms you are not familiar with
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Digital Data Flow (DDF) Initiative Persona Profile Card

Clinical Data Manager*

Typically responsible forstudysetupin an EDC system to collect, organize, manage,
and validate incoming clinicaldata, as per the protocolcontent, and for overseeing
and coordinating the associated clinicaldata capture processes

CURRENT TO FUTURE STATE

4 CURRENT STATE ) é FUTURE STATE )

Today, manual efforts & interventions
acrossthe end-to-end process from
protocol/study designto EDC and eCRF
setup have resulted in additional,
redundantworkflows and unstructured
datasetsincreasing chances of “dirty
data” (inaccurate, inconsistent,
duplicates, low value data).

In the future, digitized protocols
and SoAswill lead to automation
of partial/full eCRF build in EDC
systems. Automation and
digitalization could reduce
overall cycle time from final
protocolto EDC database go-
live.

BENEFITS & VALUE

Increased automation, digitalization, standardization, & enhanced collaboration could reduce time-consuming,
error-prone manual efforts & sync related efforts (processes across upstream to dow nstream systems) to create an
integrated clinical study cycle workflow with shorter cycle times.

With the DDF initiative, Clinical Data Manager roles hav e the potential to move from tactical to strategic & value
creating roles, providing opportunities for innov ation & improv ed productivity such as:

v Potential for continuousimprovementsin eCRF build, internal data standards and data analytics

v" Possible optimization of protocol design, via USDM’s digitization of biomedical concepts, could lead to fewer data entry
queries & minimal data entry errors on low value data collected; potentially improving working relationships between site
staff, trial monitors & data managers

v Possibility of reduced UAT & QC steps due to fewer manual updates could result in cost and time efficiencies

v' Potential optimization of data quality with more focus on critical data such as study end points, potential forreduced data
entry of non-critical fields and data cleaning via edit checks

v' Greater opportunity for agile implementation of EDC updates with greater efficiencies, e.g., implementation of eCRF
updates during COVID 19)

v' Possible reduction or complete elimination of discrepancies between protocol data collection requirements and
EDC/Clinical database setup

v' Expedition and simplification of the end-to-end study design process from protocol to EDC with the use of USDM**,
automation of study data flows

v' Potential acceleration of ability to initiate data analyses due to faster availability to source data

v Possible improvementsin EDC migrations with EDC automation replacing manual entry

POTENTIAL CHALLENGES

? Clinical data managers may be expected to align with information found in study builder tool upstream earlier
in the process.

? Upfrontinitial training for USDM** could be required to upskill Data Managers on the common digital language
for protocol information.

? Additional work could be required to curate historical protocol data from pre-USDM** clinical trials to make it
available in a format that can be merged with USDM aligned data from more recent trials.
*The Clinical Data Manager toolkit focuses on the responsibilities generally performed by the clinical data manager within the context of the study protocol and does not coverthe

broad swath ofresponsibilities of a clinical data manager in a pharma company
**Please refer tothe Key Conceptssectioninthe Digital Data Flow Initiative Overview for DDF terms you are not familiar with
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{G Digital Data Flow (DDF) Initiative Change Impact

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinicaldata capture processes

PRE-STUDY ACTIVITIES

CURRENT STATE FUTURE STATE***

Pre-study activities take place in a non-digital setup mostly Pre-study activities take place in a digitized
reliant on manual protocol document protocol SoA needed to automate EDC build

Expect to shift to an automated

EDC build using a digitized protocol SOA
generated by upstream solutions. Process is
automated by the USDM compliant SOA meta-
data being automatically pushed into the EDC
and matched to relevant eCRFs.

Protocol document is generally non-
digital; protocol review, updates take place
manually within a document.

The digitized protocol needed to automate

Non-digital document creation and el EDC setup would be supported by Study
management tools are typically used for pre- Builder or a similar digitized study design

study activities. solution.

Most common way of working continues to [—bﬂéﬁl
in a manual prot I ment :
D2 &) MENILEY [Tl e e CEsline -l Work would take place in an end-to-

i ithi i WAYS OF -~
creation, DAL KRS Gt Q end digitized data structured protocol
functions such as Stats. Relevant data from e

WORKING &
protocol document is manually extracted to
complete EDC setup. 4—’

BIGGEST

 Reviewof protocolmovesfrom anon-digitalto a digital format, including a
AREA FOR o
IMPACT digitized SoA.

J

RECOMMENDED B Communicate the value and benefits of digitalization (successful use cases of
ACTION FOR using a digital protocol, highlighting cost, time, and data quality
IMPACT efficiencies) to create understanding of the DDF initiative and the USDM**,

(
))Zz" * Provide training and user guides for process redesign, systems, and new
skillsets that will be required for thischange. J

* The Clinical Data Manager toalkit focuses on t he responsibilities generally performed by t he clinical data manager within the cont ext of t he study protocol and does not
cover the broad swath of responsibilities of a clinical data manager in a pharma company.

**Please refer to Digital Data Flow Concepts for DDF terms you are not familiar with.

*** The assumptions merely compare and contrast a world without and with the adoption of the DDF solutions to provide the personas addressed in t his toolkit a sense of how
the DDF solutions willimpact them. Thisis not meant to assume that all companies or all clinical trial software or systems will necessarilyimplement the DDF solutions.
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Digital Data Flow (DDF) Initiative Change Impact

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinicaldata capture processes

STUDY START-UP PROGRAMMING

CURRENT STATE FUTURE STATE***

. . Study startup programming takes place inan
SHTER7 SRR [P F2 Co[ el hliEy s=e accele?/ated d?gﬁize% and au?omategenvironment

SOA is setup by internal company

standards selected, programming takes place
in EDC for eCRF development and edit
checks, eCRF completion guidelines, and DM
reports. Manual documents are created.

EDC build is automated by enabling a
digitized protocol SOA and automating eCRF

generation. Reduction in the creation of
manual documentation.

Study definitions repository based on USDM
exists as a stand-alone solution or integrated
EDC system integrates with other TECHNOLOGY into an existing pla_tform. Irjte_roperability
systems, e.g., coding, CTMS. between study builder or similar alternate tool,
EDC system, other systems, is made possible
through the use of USDM and standard APIs.

Requires understanding of USDM, and awareness of
& system integrations to work in animproved, automated
Typically, there are multiple eCRF reviewers - study setup. Shortened eCRF review times are possible
Clinical programmers, data managers, WAYS OF due to automation enabled by Biomedical Concepts
WORKING a structured formats and data elements. The association of
biomedical concepts with protocol activities and
assessments in a structured manner vs. narrative text

helps internally standardize study data collection by
defining what data and how to capture it.

and other functional reviewers. e CRF creation
is manual with multiple rounds of review. L

 Updates expected to SOPs, processes, working instructions, and templates.

* Introduces new or updated USDM-complianttools/systems capable of digital exchange of
IMPACT information using standard APIs.

J

» Deliver change managementtoolkitto support change associated with DDF. This can
RECOMMENDED include technical user guides/implementation guide for USDM that can be adapted to

ACTION FOR each company's ecosystem.

(MEAST * Provide reskilling on new processes, tools and software implemented.

»Zz.l » Make available education materials and training to help data managers understand
what’s new and what’s changing in their role for study start-up programming. J

* The Clinical Data Manager toalkit focuses on t he responsibilities generally performed by t he clinical data manager within the cont ext of t he study protocol and does not
cover the broad swath of responsibilities of a clinical data manager in a pharma company.

**Please refer to Digital Data Flow Concepts for DDF terms you are not familiar with.

*** The assumptions merely compare and contrast a world without and with the adoption of the DDF solutions to provide the personas addressed in t his toolkit a sense of how
the DDF solutions willimpact them. Thisis not meant to assume that allcompanies or all clinical trial software or systems will necessarilyimplement the DDF solutions.
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{G Digital Data Flow (DDF) Initiative Change Impact

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinicaldata capture processes

STUDY CONDUCT MANAGEMENT

CURRENT STATE ORI SIATE =
. Accelerated and efficientstudy conduct
Study conduct managementand data collection are often management due to automated. digitized
manual, time consuming and error prone due to g » A9

: . processes leading to fewer amendments
greater number of manual interventions/efforts and optimized data collection

_ Fewer amendments are expected with the
Process involves amendment and migration . ‘ availability of digitized protocol, including
management, data entry review, query TOCE? an opportunity for faster, more efficient

management, and data review of pivotal data. automated amendments. Optimal data

Manual snapshots for data analysis deliverables. collection and design could reduce the data
inconsistencies between eCRF versions.

Currently leveragesEDC system, § FEeNIeele) B |ntegrates EDC system with SDR** and other
coding tool, external data reports. systems.

Data Managers, other functional data
reviewers, sites, and CRAs with risk-based [_> _ -
monitoring are involved in study conduct. AYS OF Potentially captures greater efficiencies
Manual collaborative and data collection as automation reduces the number of tasks
efforts across different groups mean more L SISNIIER. Y required to be completed.
$ )

data is collected, leading to more review and
greater effort prone to errors.

BIGGEST » Reducesamendments, improvesdata collection, providesbetter data
AREA FOR quality, reduceserrors and inefficiencies in e CRF design and data capture.

IMPACT « Reducestime spentondata cleaning.

J

RECOMMENDED
ACTION FOR

IMPACT  Provide use casesforreductionin amendments, cost and time efficienciesin

guery generation, reduction in number of checksrequired.

»zz"

J

* The Clinical Data Manager toolkit focuses on t he responsibilities generally performed by t he clinical data manager within the context of the study protocol and does not
cover the broad swath of responsibilities of a clinical data manager in a pharma company.
**Please refer to Digital Data Flow Concepts for DDF terms you are not familiar with.
*** The assumptions merely compare and contrast a world without and with t he adoption of the DDF solutions to provide the personas addressed in t his toolkit a sense of how
the DDF solutions willimpact them. Thisis not meant to assumethat all companies or all clinical trial software or systems will necessarilyimplement the DDF solutions.
©2023 TRANSCELERATE BIOPHARMAINC., ALLRIGHTS RESERVED. Page 1 of 2 >> TransCelerate
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{G Digital Data Flow (DDF) Initiative Change Impact

Clinical Data Manager*

Typically responsible forstudy setupin an EDC systemto collect, organize, manage,
and validate incoming clinicaldata, as per the protocol content, and for overseeing
and coordinating the associated clinicaldata capture processes

DATA STANDARDS

CURRENT STATE FUTURE STATE***

Relieson a company’sinternal library/standards Data standards shift to use of CDISC USDM

Adheres to internal data

: Data standards are remapped to USDM model.
standards during eCRF development.. PP

Content library is aligned to biomedical
TECHNOLOGY concepts structure enabled by the USDM
and standard APIs.

Uses an Internal content library with e CRF
standards, dictionaries and codelists.

Governance isin place for data WAYS OF-l Governance isin place for data mapping,
mapping, codelists, and standard terminology [¢) WORKING codelists, and standard terminology, including
based on internal company policies. L o impacts from USDM updates.

* Builds understanding of the digitized data structured protocoland outputs,
IMPACT USDM** or any study repository and biomedical concepts.

RECOMMENDED BN Provide user/implementation guides for mapping considerations, existing
ACTION FOR models.

Lol « Make available education materials to help data managers understand
))Zz" what’s new and what’s changing in their roles across process and technology
for data standards management. J

* The Clinical Data Manager toalkit focuses on t he responsibilities generally performed by t he clinical data manager within the cont ext of the study protocol and does not
cover the broad swath of responsibilities of a clinical data manager in a pharma company.
**pPlease refer to Digital Data Flow Concepts for DDF terms you are not familiar with.
*** The assumptions merely compare and contrast a world without and with the adoption of the DDF solutions to provide the personas addressed in t his toolkit a sense of how
the DDF solutions willimpact them. Thisis not meant to assumethat allcompanies or all clinical trial software or systems will necessarilyimplement the DDF solutions.
©2023 TRANSCELERATE BIOPHARMAINC., ALLRIGHTS RESERVED. Page 1 of 2 >> TransCelerate
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“Day In the Life” with Digital Data Flow (DDF) Initiative

“l am responsible forsetting up a studyin an EDC systemto collect, organize,
manage, and validateincoming clinical data as per the protocol content,
and for overseeing and coordinating the associated clinical data capture

processes. The DDF initiative enables me to focus on data collection and quality
strategy, highervalue work that has a criticalimpact on data management
deliverables and outcomesfora study and across the molecule program" - Sienna,

Clinical Data Manager *

Sienna starts herday with a review of the
digital protocol, with a focus on SoA and
digital data fields, metadatathat wil be
used in automation of eCRF build in EDC.
Working in a digitized, automated
environmentenabled by the DDF
initiative could streamline data
management processes, introduce cost,
time and quality efficienciesfreeing up
time to work on high-value creation
services, including innovation,

data analytics and quality
enhancement

Sienna asks the clinical science and safety
scientist, PK and Biomarker scientistsfor further
information on the pertinentscientific
rationale of the clinical study during protocol
review to identify priority areas and ensure
data flow into EDC system.

At theweekly Team meeting,
Sienna discusses any study
build issues, data cleaning
requirements, resource issues,
non-eCRFrequirements, team
alignment on deliverable due
dates, and answers any
questionsregarding the digital
protocol.

With the DDF solution components, suchas
the USDM, Sienna can shift focusto strategic,
high value-added tasks as repetitive and
tactical workflows are automated.
Reducedendto end cycle time provides
Sienna bandwidth to focus herwork on value

creation and innovative activities. U

Siennashareswith her data
managementteamthe digital
protocoland SOA fortheir
awareness and input regarding
downstreamimpacts.

She later discusses the digital protocol at
a molecule/program levelto ensure
alignment across the program so that the
data can be pooled across multiple
studies for analysis and re-use for

data insights and metrics.

A digitized protocoland USDM
generaterich structured data
contentand metrics, providing
digital insights to help Sienna and her
team make betterinformed
decisions.

Sienna attendsan

eCRF designreview
meeting to collectstudy
team feedback andshare
draft annotated eCRF.
With the availability of structured
data and digitized study design
formats enabled by USDM required
study protocol contentcouldbe
available in the first round of study
data collection.

O Process
8 System/Technology
& Ways of working

©2023 TRANSCELERATE BIOPHARMA INC., ALL RIGHTS RESERVED. > ansCelerate
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“Day In the Life” with Digital Data Flow (DDF) Initiative

“l am responsible forsetting up a studyin an EDC systemto collect, organize,
manage, and validateincoming clinical data as per the protocol content,
and for overseeing and coordinating the associated clinical data capture

processes. The DDF initiative enables me to focus on data collection and quality
strategy, highervalue work that has a criticalimpact on data management
deliverables and outcomesfora study and across the molecule program" - Sienna,
Clinical Data Manager

Sienna works with the projectteamto
discuss the critical data in the digital
protocolandSOA tocreate - — =
a critical data review/

cleaning mitigation plan. :

A digitized, automated .
environment could allow Siennato spend
more of hertime onsuch value creation
activities and less on manualwork

in settingup EDC, eCRF. @

Sienna attends virtual training on the
overview of the digital protocoland
review processin the study builder tool.
She also attends training on SOPs and
process updates as a result of DDF
implementation.
Trainingon USDM enabled
processchanges, system
upgradesand SOPs enable
Siennato work effectively
and extractmaximum value. &

Sienna attendsUATreview of the EDC build
and associated edit checksaswell as
addressing any systemintegration issues
betweenthe SDR and EDC system.

Sienna completes aself-paced e-
learning module onthe USDM to
stay ontop of systemupgrades
and processredesign updates. @&

Sienna works with the project team

to define tracking and readiness
process metrics.

She receivesa metricsreport from the
clinical programmeron the most
frequently collected eCRFs, datafields,
dictionaries that have the highest
impact on analysis outputs for her study
deliverables. She also receives higher
levelmetrics across the molecule
program, metrics of data with the lowest
impact for considerationin future study
development. She discusses metrics with
her study team and with the program lead.
The digitalization of end-to-end processes
from study design to EDC generates structured
data that can be leveragedto track
outcomes, trends, and progress made. O

Sienna completes periodic pulse check
surveysto provide feedbackon EDC
automation and impact of DDF on her

role and work.

The Change Champion on Sienna’s team
shares the latest updatesand collects and
collatesthe feedback. U

environmenthasfreed up
time for Sienna.
She usesthisfreed-up timeto
review upcoming timelines forstudy
build completionand projected study
deliverablessuch as the first
data monitoring deliverable.
Sienna assesses any risks to timelines. U

Beited A digitized, automated
i

U Process
2 System/Technology
& Ways of working
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*The Clinical Data Manager toolkit focuses on the responsibilities generally performed by the clinical data manager within the context of the study
protocol and does not coverthe broad swath ofresponsibilities of a clinical data manager ina pharma company
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